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Abstract

Background and context: The University of Brighton was commissioned to assess the
effectiveness of rocking supine babies to sleep on the Easidream® mechanism. The
pilot study was conducted in a video-fitted, purpose built nursery. The aim of the study
was to gather preliminary data to assess whether the mechanism enabled babies to stay
lying on their backs and settle themselves to sleep.

Sample: In response to local advertisements, 14 parents recruited themselves and their
babies to the study. All but 2 sets of parents joined the study because they considered
their babies difficult to settle.

Design: Parents completed a sleep diary — adapted from the FSID Symptom Diary
(2000) in the week prior to their baby being observed on the Easidream® mechanism in
the nursery. Data extracted from the diaries showed that some babies were rarely left to
settle themselves to sleep. Cuddling, being settled and often left to sleep in a car-seat,
laid on a sofa or laid on/in a parental bed/using bedding that covered a baby’s head
were self reported as strategies to help their babies sleep. These are all in direct
contrast to the Foundation for the Study of Infant Deaths ‘best practice’ guidelines
(Young and Fleming 1999, Tonkin et al (2006).

The 14 babies were watched on the Easidream® for a total of 40 sleep episodes in the
nursery.

Results: Average self-reported time to sleep at home was 15minutes (shortest of
6minutes, longest of 43minutes). Average time to sleep on the Easidream® was
(17minutes (shortest (1min, longest 32mins). The key difference was the reduction in
crying time on the Easidream® mechanism. During 29 of the sleep episodes the babies
slept of the other 11 episodes the infants remained ‘happily’ awake. Average crying time
at home was 18mins, on the Easidream® (1minute). Parents commented that their
babies did not remain this settled when laid flat on a play mat or n a cot at home.

Conclusion: Parents placed their babies supine on the Easidream® and their comments
indicated they were confident their baby was settled. All parents expressed pleasure at
seeing their babies comfortable to either settle themselves to sleep or lay, flat on their
back. The reduced crying time suggests that parents are more likely to adhere to the
FSID (2009) and DOH (2009) current sleep policy /best practice guidelines.
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1 Introduction

All babies cry when they are tired. This is something that parents find difficult
(HV 2008, Russell et al 2003, Thompson et al 1996) and it is common for them to
feel compelled to intervene to stop their baby crying (Russell et al 2003,
Thompson et al 1996). As a result, many parents complain that they become
sleep deprived themselves (Larkin and Butler 2000, Lee et al 2000). These
difficulties are not new and most (mothers especially) learn to cope with the
negative effects (Lee et al 2000, Swain et al 1997) by finding ways around the
problem. This can mean parents alter their own sleeping habits (sleeping when
their baby sleeps, for example) but, in the end, it usually involves helping babies
learn to settle themselves to sleep in a cot (NHS 2008). Most advice
acknowledges that crying is a normal part of this process (DOH 2006, FSID 2008,
NSPCC 2008, NHS 2008). Since it is hard to deal with a baby who cannot be
comforted (Leach 2003) it is common for parents to resort to alternative settling to
sleep practices (Larking and Butler 2000, Lee et al 2000, Buultjens 2006, Crisp
2008). The difficulty is that the alternatives that are currently in common use
also exacerbate the chances of a baby dying suddenly or unexpectedly (Blair et
al 2006, Carpenter and Gardner 1990, Tonkin et al 2006). The habits they refer
to with most relevance to this study are:

* leaving infants asleep in a bouncing chair/car seat/sling,
* leaving babies to sleep on a parental bed
e using bedding that covers a baby’s head.

e adults falling asleep whilst feeding (for up to 2 hours) on a sofa/parental bed.

A new child care product, the Easidream® mechanism, was designed to gently
rock (a head-toe movement) and roll (side-side) a baby to sleep1. It was hoped
that the motion of this mechanism, placed in a cot, would enable parents to leave
their babies (aged between one and eight months) to settle to sleep on their
backs without resorting to the practices that the DOH (2009) and FSID (2009)
advise against. The University of Brighton was asked to run a pilot operational
trial to assess the impact of the product on a small sample of babies. The
findings of the study are presented here.

' A full set of the design drawings are available on the Easidream® web-site (www.easidream.com )




2 Background and Context

This section will examine the current research literature, policy and key debates
that surround babies’ sleep patterns, parental intervention and best practice
guidance to minimise risks to babies when settled to sleep.

Babies routinely cry in response to being laid down and most parents find it
difficult to leave their baby to cry themselves asleep in a cot. As a result, parents
frequently experiment with a range of strategies to enable their baby to appear
settled and happy. Sudden unexpected death in infancy (SUDI) or as it is more
commonly known, cot death, is the most common cause of death in babies aged
over one month (FSID 2009). Since 1991 there has been a 75% reduction in cot
deaths and this is attributed to sleeping babies in the supine position - on the
back (Blair et al 2006). Since the 1990’s, epidemiological research has identified
other risk factors which are mostly concerned with the environment of the place
to sleep (Wilson 2007). As more becomes known about the specific risks The
Foundation for the Study of Infant Deaths (2009) and the Department of Health
(2009) update their recommendations to parents and so these are considered.
Additionally, the research behind the on going ‘Reduce the Risks’ campaigns
(DOH 2009, FSID 2009) is explored. With experience parents develop a solid
sense of what is normal for their baby and quite quickly learn to respond to
different types of crying (Sidey and Widdas 2005), so the cues parents respond
to are discussed.

The literature was searched on PubMed, Pro Quest’, CINAHL and Business
Source Premier Data bases. The exception to the use of peer reviewed literature
was a broad, Internet search to familiarise the researcher with the range of
‘advice’ that is widely available to parents. Otherwise only research based
papers were included. Using the terms cot death, sudden infant death syndrome,
sudden unexpected death in infancy, sleep in babies, sleep, settling babies to
sleep, how do babies fall asleep?, babies emotional moods, how do parents
interpret their babies crying?, crying in babies, sleep deprivation in new parents
yielded over 10,000, wide-ranging responses. The abstracts were reviewed and
accepted or rejected because of methodology, sample size or the fact that they
were opinion pieces. To ensure the study reviewed only the most current
literature the sleep related papers were all published after 1990 and included cot
death related papers published between the years 1989-2009°. Only papers
written in English were included. Data were extracted from the papers under the
following headings:

* Infant crying patterns

* Settling babies to sleep

2 At NHS Resources
®Since 1996 the focus of cot death research has included general infant care issues (FSID 2009) and so
almost all of the included literature was published after this date.



* Parenting issues

* Advice to parents about settling crying babies to sleep
* Sudden Unexpected Death in Infancy

* Environmental issues

Key issues were identified and the literature is discussed in relation to these topic
areas.

The term ‘settling to sleep’ (Leach 2003) is used to explain the processes
involved with babies going/getting themselves to sleep. The term was preferred
to ‘falling’ asleep or even ‘fussing’ (Sleep J 2002, 2003) because the phrase
implies a situation parents can easily manage (Leach 2003). ‘Settling the baby’
was also the expression the parents, in this study, identified with most easily.
The phrases ‘cot death’ and ‘sudden and unexpected death in infancy’ are used
interchangeably (Wilson 2007). The terms ‘happiness/happy/unhappy’ are used
to explain what parents reported about their babies’ emotional mood*.

Babies cry when they need something (Leach 2003). Additionally, getting from a
tired state to being comfortably asleep is quite difficult for small babies and most
parents find it hard to believe that this type of crying doesn’t necessarily mean
that their baby is unhappy (Leach 2003, Wombourne HVs 2008, HV 2008). The
difficulties may well be more adult than child related (Leach 2003), but because
so many find it tiresome to leave a crying baby (HV 2008, Russell et al 2003),
sleeping problems are the biggest problem for most parents (Morris et al 2001,
Understanding Childhood 2008). Similarly well known is that the parents of
wakeful babies become increasingly tired. Recognition that this can be harmful
to both child and parent (Brett et al 1999, NSPCC 2008) means that these
problems are more easily prevented than cured (Morris et al 1991, Nikolopoulou
and St James-Roberts 2003).

Sleep is crucial to human health and sleep deprivation reduces the capacity to
cope with stressful stimuli (Hodgson 1991, Southwell and Wistow 1995, Barclay
and Lloyd 1996, Swain et al 1997, Nishihara and Horicuchi 1998, Larking and
Butler 2000, Lee et al 2000, Buultjens 2006, Crisp 2008). Mothers who report
feeling stressed by listening to a crying baby may also present with a high post-
natal depression score (Barclay and Lloyd 1996, DOH 2007). More commonly,
parents of babies who wake and cry continually report marital problems,
excessive tiredness, and general stress (Brett et al 1999, NSPCC 2008) with
most complaining about shorter sleep episodes and broken nights (Lee et al
2000, MacQueen and Mander 2003, Buultjens 2006). Brett et al (1999) suggest
parents find crying babies additionally hard to deal with because of the tendency
for professionals to give inadequate and sometimes wrong advice. They argue it

“Often, for example, parents used the remark to attach meaning to their baby’s crying.



is especially unhelpful to try and reassure parents that sleepless children outgrow
(p359) the problem. Whilst sophisticated, planned behavioural interventions
(Sleep 2002, Nikolopoulou et al 2003) can lead to an improvement in settling
behaviour for between 10% (Sleep 2002) and 21% (Nikolopoulou et al 2003) of
babies by 12 weeks of age (Sleep 2002, NHS 2006); most professional advice
(NHS 2008, Sleep 2002, 2003) suggests parents contain the problem with the
use of baby slings/rocking in a pram/cuddling/going for a drive in a car
(Wimbourne Healh Visitor Team 2008, NSPCC 2008). These techniques can
work in the short term but will often generate sleep-onset association disorder
(SOAD) (Brett et al 1999, p359), for example, babies will fall asleep quickly when
fed/held/rocked but cry continually cry when left in a cot.

Some commonly adopted sleeping practices (Miller et al 2008, FSID 2008) are
associated with an increased risk of SUDI (Blair et al 2006, Young and Fleming
1999, Carpenter and Gardner 1990, Cote et al 2007). The practices that have

particular relevance for this study are:

* leaving infants asleep in a bouncing chair/car seat/sling,
* leaving babies asleep on a sofa/parental bed
* the use of bedding that covers a baby’s head.

* Parents sleeping with their baby in a bed or on a chair/sofa

The fact that these practices continue, regardless of FSID (2009) and DOH
(2009) advice, may in part be explained by the detrimental effect of sleep
deprivation on parental memory and flexible thinking (Hodgson 1991, Southwell
and Wistow 1995, Barclay and Lloyd 1996, Swain et al 1997, Nishihara and
Horicuchi 1998, Larking and Butler 2000, Lee et al 2000, Buultjens 2006, Crisp
2008).

In themselves the use of baby slings/rocking in a pram/cuddling/driving
(Wimbourne Healh Visitor Team 2008, NSPCC 2008) maybe acceptable
becoming a problem when parents are excessively tired (Lee et al 2000,
MacQueen and Mander 2003, Buultjens 2006). At these times the temptations to
leave a baby asleep may be too much for parents to take their baby out of a
sling/car seat or disturb them by removing clothes (Miller et al 2008, HV 2008).
Similarly there is the problem of an exhausted adult falling asleep whilst cuddling
a sleeping baby, a risk that is further increased when parents have consumed
more than 2 units of alcohol or have taken drugs (Blair et al 1999). Parents are
likely to feel additionally confused if health care professionals recommend, on the
one hand, taking a baby for a drive to help settle them to sleep but also advise
taking them out of the car seat (often in the process waking them) once home. In
these circumstances it is easy to see why Miller et al (2008) found parents,



especially those from a deprived socio-economic backgrounds, ignored such
advice even when couched in terms to prevent cot death.

The risk of cot death is nine times higher for babies sleeping on their fronts
(Fleming et al 2006, Young and Fleming 1999) and yet, despite the knowledge
that babies placed on their sides are likely to roll into the prone position, maternity
hospitals still set a dangerous trend because they recommend settling babies to
sleep in this way (Blair et al 2005). As a result, perhaps, in the UK 20% babies
are placed to sleep on their front with even more being settled on their side (Blair
et al 2005, Wilson 2007). Additionally, in recent years there has been an
increase in babies being found dead in a sitting position (Wilson 2007). Despite
this and the Back to Sleep (FSID 1991-2009) campaigns that advocate babies
should be settled to sleep on their backs, parents are willing to let their baby
sleep in an alternative position of comfort.

Over heating is another important consideration in the prevention of cot deaths
with recommendations that room temperatures be controlled between 18° and
21° (FSID 2009, DOH 2009). Parents are also advised to ensure they do not
over-wrap a baby in bed wear or clothing (ibid) and that bedding should be limited
to around 10 tog units (see appendix 5) or less. When room temperatures
exceed 20°C parents are advised to remove layers of clothing (and bedding) from
their baby (FSID 2009, DOH 2009). Of note, the effect of being over dressed and
over heated is reduced for babies who sleep on their backs (Wailoo et al 1989,
Young and Fleming 1999, Fleming et al 2006). A significant number of babies
die with their head covered by bedding (Young and Fleming 1999, Wilson 2007).
As a result parents are advised to place babies with their feet at the bottom of a
cot and to tuck bedding securely at the foot end. This reduces the risk of a baby
moving downwards and so underneath covers (FSID 2009). It also makes it
unlikely that bedding will slip over a baby’s head (ibid).

A key safety recommendation is that babies spend most of their time in the same
room as adults, but settled in their own cot (FSID 2009). This enables parents to
recognise and respond to changes in their baby. Additionally, parents are now
encouraged to use a dummy as part of the settling to sleep routine (ibid). This
recognises that to do so protects’ babies (Fern et al 2005) and that the protection
is greatest if the dummy is used for every sleep (Wilson 2007).

People have different ideas of what constitutes ‘difficult behaviour’ in relation to
sleep/not sleeping or crying (Leach 2003, NHS 2006) and as a result parents do
not all respond in a uniform way. Nevertheless, Hodgson (1991), Southwell and
Wistow (1995), Barclay and Lloyd (1996), Swain et al (1997), Nishihara and
Horicuchi (1998), Larking and Butler (2000), Buultjens (2006) and Crisp (2008) all
agree that increasing adult tiredness, alongside a continuing infant dependence

% 80% of SIDS deaths now occur in this group (Wilson 2007)



on adults to settle to sleep, has the potential for parents to resort to anything that
will stop a baby from crying. The most common first-line responses to crying are
picking a baby up, nappy-changing and attempting to feed (NHS 2006, DOH
2008, HV 2008). Whilst infants thrive (and ultimately cry less) with parents
(mothers especially) who are sensitive to their unhappiness (Eisenberg et al
1998) an oversensitivity to cues can distress (and so lead to more crying) a baby
(Leach 2003, Understanding Childhood 2008).

Most small babies are disturbed by the stimulus of their body’s needs rather than
ordinary, household noises (Leach 2003) and babies younger than 3 months
usually settle in a range of environments. Many families try to encourage the
settling process by using different handling, in order to indicate when it is time to
be awake or asleep (HV 2008, NHS 2006, Leach 2003), but in general (unless
there are too many, sudden changes) external noises or stimuli are unlikely to
disrupt babies of this age (Leach 2003).

The Easidream® product was developed with all these issues in mind. The
primary aim was to enable parents to settle their babies to sleep in a cot. A brief
description is outlined here to illustrate the intended purposes of the product.
This operational trial was designed to see whether the intended benefits of the
product did have an effect on the settling behaviour of a small sample of babies.

2.1 About the Easidream

A rectangular, ventilated platform, the Easidream® was developed as an
independent/retro-fitted piece of equipment that fits snugly into a mass-produced
cot and beneath a range of standard cot mattresses. At the time of the study the
mechanism was a prototype. The final product will be able to alternate between
a side-side and head-toe movement but the study used two separate
mechanisms. One of these was able to move from head to toe (rock), the other
moved from side to side (roll). The motor size (reported on within University of
Brighton internal documents) meant the prototypes were designed to stop
working with a baby that weighed over 12kg. This equates to use for babies
under 8 months. Similar age and weight restrictions are applied to other devices
such as infant car seats (CAPT 2009, RoSPA 2009).

The depth of the original prototype platform used in this study was 12cm, limiting
the upper age limit to 8 months® because in reducing the depth of a standard cot-
side, this could potentially make it more dangerous for mobile infants to climb or
fall out of the cot.

% design improvements mean the maximum height of the retailed platform is now 4cm



Babies between 4 weeks and 8 months were recruited to the study. This was in
recognition that the early weeks with a new baby are difficult for parents to
manage (Leach 2003, NHS 2006, HV 2008). As a result, it was thought
unreasonable to ask parents to bring their newborns to the study site.

The final important design feature was the cut-off system whereby the
mechanism stopped at 30 minutes. It was hoped this would encourage parents
to return to a crying baby instead of over-relying on a continually moving
mechanism. The importance of this kind of regular parental supervision also
underlined the importance of the share a room with me (FSID 2009) message.

Therefore the overall aims of the operational trial were to establish whether when
lying on an Easidream® mechanism babies would:

e Stay lying on their back
e Settle to sleep.
The specific questions of the pilot study were to establish:

*  Does the motion of the Easidream® mechanism enable babies to go to
sleep sooner than when left in a motionless cot?

* Do babies stay asleep on their backs?
* How long do babies stay asleep?

. If babies do not go to sleep whilst on the mechanism what behaviour is
observed?

The next section of the report sets out the design of the study and the methods
by which data were collected and analysed.



3.1

Study Design

This was a pilot operational trial of a small number of babies in a nursery.
Comparative data were collected. Parents were invited to record sleep diaries of
their babies settling and sleep patterns one week prior to spending time on the
Easidream® product. The settling behaviour and sleep patterns once on the
Easidream® were then recorded by the researcher in field notes. Data were
analysed using descriptive statistics and supplemented by observational memos
of interactions with the parents. 12 parents said they had recruited their baby to
the study because they were finding it difficult (at home) to settle him/her to sleep
in a motionless cot. 2 babies were watched once each, 2 more than twice’ and
all of the others were observed on 2 occasions.

Recruitment

Publicity about the study prompted parents to contact the researcher or Business
Development Manager (University of Brighton) to find out more information. In
this way, no one individual was coerced into participation or subject to undue
social pressure to be involved in the study. Notification of the study was made in
the following arenas:

* Astand at a commercial Baby Fayre in the South of England. University of
Brighton Business Services representatives attended and demonstrated an
Easidream® mechanism. Parents had a chance to meet with the
design/engineering team® of the product and the entrepreneur. Information
sheets explaining the study (appendix 3) were on display and families who
made enquiries were asked to contact the primary researcher.

* Poster advertisement (also appendix 3) displayed at the research site.
* Local newspaper and radio advertisements.

¢ And finally, by word of mouth.

The study’s inclusion/exclusion criteria were specifically that:

* all babies needed to be aged between one and eight months of age

* all babies needed to weigh less than 12kg

* all babies needed to be physically well

*  no baby was taking medication

An information sheet (appendix 1) was sent to all families, by post once they had
consented to participate in the study. Parents were sent a self-report Sleep
Diary (UoB, 2008 - appendix 2) to complete throughout the week before the study

" The data about the sleep episodes for these babies are recorded as ‘repeated’ sleeps.
8 Part of the South East Knowledge Exchange programme, supported by the University of Brighton Business

Services team.



3.2

as well as on the days when the baby had spent time on the Easidream®
product.

The parents of the14 babies were invited to pre-book a sleep episode within a 3
week period. They were able to select the most convenient day and time of day
for them and their baby. It was difficult to strictly plan when and how the babies
would sleep (Crisp 2006, DOH 2001) and, as the trial wanted to assess how
babies settled on the Easidream® when they required sleep, some flexibility
around booking was required. The opportunity to re-book sleep episodes
enabled babies who were ill during one part of the study to be observed once
they had recovered.

Before they brought their babies to be studied, the details of what they were
required to do was relayed to parents by telephone and in a follow up
letter/information sheet. This included sending them a copy of a blank consent
form (appendix 4). On the day of the study the process was re-visited and all
parents were asked to sign a consent form before the baby was placed on the
Easidream®. With each subsequent sleep episode they were asked to sign
consent again (appendix 4).

Parents were aware that they had the right to terminate their baby’s participation
at anytime.

As the operational trial took place in the nursery parents were offered
reimbursement for their travel costs. Instead of asking parents to submit travel
claims a ‘one off’ high street retail voucher was given as a gratuity. Advertising
did not alert parents to this.

Sample

A convenience sample of 16 babies was recruited to the operational trial.
However, as a result of incomplete data sets returned to the researcher, the
analysis was based on data relating to 14 babies.

Babies were on average twelve and a half weeks old (youngest 4 weeks, oldest
25 weeks) and weighed on average 5.8kg (lightest 3kg, heaviest 8kg).

One baby had been born with bilateral talipes. As a result, both of the infant’s
legs had been immobilised by a plaster cast since birth. This cast had been
replaced with an immobilising splint 3 days before the first sleep episode. The
researcher was not aware of this medical history until the family attended for the
first sleep episode. The decision to include this baby in the study was because
the condition was not considered an iliness and the treatment was ‘normal’ for
that baby and the family since birth.

The parents of two babies volunteered to bring their babies for more than 2 sleep
episodes.

At the time of the study all babies were living with their birth parents and so they
are referred to throughout this report as family/parents rather than parents/carers.



3.3 Methods

3.31

3.3.2

The Sleep Diary

Although self-reporting can raise issues around accuracy (Polit et al 2001), this
approach was chosen to gauge the ‘normal’ sleep routines and settling
behaviours in the home to those observed in the nursery and on the Easidream®.
In order to take account of babies’ varying sleep patterns (DOH 2006, Brett et al
1999) parents needed to have flexibility in the way they explained their infant’s
sleeping habits. At the same time it was important to be able to quantify the data
sets. The Diary was adapted from the FSID (2000) Symptom Diary. The validity
and reliability of the FSID tool have been tested on over 10,000 data sets (Waite
et al 1998, 2008). Changes to the original tool (questions were related to sleep
rather than iliness) were considered low risk in affecting the validity and reliability
of the adapted tool used in this study.

Like the FSID tool, the Department of Health’s Personal Child Health Record
(DOH 2006) and the Baby Check scoring system (Thornton et al 1991) the Sleep
Diary guided parents to respond to specific questions about their babies sleep
behaviour and to comment as to whether they considered this to be ‘usual’.
Based on an assumption that parents are usually the best judge of this (Leach
2003, HV 2008, DOH 2008), they would be able to record activity more reliably
than a researcher in the home. These data provided the baseline of what parents
considered to be the usual sleep pattern for their baby against which comparison
could be made whilst the baby was placed on the Easidream® product.

The Observational Study

The 14 babies were watched on the Easidream® for a total of 40 episodes. 2
babies were watched once each, 2 more than twice and all of the others were
observed on 2 occasions. All babies who were watched more than once were
observed on both a rocking and a rolling mechanism. All episodes took place in
one room and were video-taped via two, fixed cameras that monitored shots of
both study cots continuously, alternating between the cameras.

On a few occasions and for reasons to do with the motor of the prototype, babies
were placed in the middle of the cot but mostly they were placed as
recommended (FSID 2009, DOH 2009) with their feet to the bottom of the cot. All
babies were covered in a total (including clothing) of 10 tog units or less (FSID
2009, DOH 2009) and all were watched. Babies were settled to sleep with a
dummy 100% of the time and all were laid down and remained supine (lying on
their back) when left in the cot.

A member of the design/engineering team was present to supervise the working
of the Easidream® because only the parts, not the prototype itself, were tested to
British standards. The engineers/designers checked the mechanism at the

10



beginning, middle and end of each day. There were no incidences of mechanical
malfunction. Occasionally, between episodes of sleep the designers/engineers
did some mechanical work on the motor. They and the researcher were careful
to check that none of these interventions altered the rhythm/degree of movement
or the rock/rolling motion of the cot.

The layout of the sleep room was deliberately chosen to re-create a nursery
environment (Polit et al 2001). It was spacious enough for parents to remain
comfortable with their babies but was small enough to be a cosy space. Two
mechanisms were set beneath two cots and were watched in the same room. At
times 2 babies (and their parents) were in the room simultaneously and on these
occasions space was limited. It was therefore especially important that a
pleasant, comfortable waiting area was set aside for parents to use. This was
fully equipped with drink making facilities and infant nappy-changing facilities
were available.

All parents were asked to settle their baby as they would normally do at home
and in all cases the degree to which a baby was considered to be settled was
measured by:

*  The parents behaviour (ie they did not return to the cot and pick up the baby)
*  How little the baby cried.

Data were recorded in hand written field notes and compared to the parents’ self-
reported narratives and observation of video data of the Easidream® sleep
episodes. Parents were aware of the video-recordings and the fact the
researcher took notes. The process of taking field notes was designed to be as
unobtrusive as possible to reduce any observer effect on performance (Polit et al
2001). For example, it was crucial that there was no attempt to accelerate the
settling to sleep process in order for parents to follow as similar a routine when at
home even though they were in a simulated environment being observed. As a
result it sometimes took time for babies to be ready to be settled for the first
sleep. Such delays were less obvious during second or subsequent sleep
episodes as parents became more comfortable and familiar with the experience.

Time in the sleep room was used to informally interview parents and to expand
on aspects of their self-reported accounts of the baby’s sleep episode. The type
of issues discussed included:

*  When (and how) it was recognised that each baby was asleep
*  How long each baby slept for
* What happened (in terms of movement/noises) if a baby did not sleep

* Specific noises each baby made (crying/gurgles/grunts etc) as well as when
and how the crying/gurgling/grunting etc became quieter or stopped

11



3.3.3

3.4

3.5

*  Specific movements (head/limbs/whole body), how these became slowed as
well as when and how they stopped

* Interventions made by parents during study episodes

* How parental interventions affected what happened — especially if this
resulted in the baby not settling to sleep on the Easidream® mechanism but
being placed on it later, asleep.

Video-Recordings

Field notes produced data that enabled the identification of consistent themes.
This was backed up by video records that enabled the observer to cross-
reference and check the accuracy of the field notes. Filming was in black and
white and had a recorder to monitor sound; this did not however compromise the
clarity of the record.

Data Analysis

Data sets were coded to ensure anonymity and all electronic data were secured
against unauthorized access. Taking full account of the purpose for which the
study was commissioned a combination of tools was used for the analysis. An
initial scrutiny of the field notes led to a coding framework that reflected the key
themes. Following coding both field notes and the parental narratives were
thematically grouped.

A sample of 4 sleep episodes was reviewed by an experienced, specialist
professional. This enabled verification of the analytical framework and thematic
results generated from the remaining videoed sleep episodes. Narrative
accounts recorded in the field notes (cross-referenced with video-tape evidence)
and some aspects of the Sleep Diaries were subject to thematic analysis. The
majority of Sleep Dairy recordings were subject to Descriptive Statistics to
produce an overall summary of typicalness (Polit et al 2001, p335) in the sleeping
patterns. The highlights of this material are presented as aggregated data
(appendix 6).

Ethical Issues

Prior to the study being run the following checks were made and approvals
sought:

* Advice (from the Medicines and Healthcare Regulatory Agency (MHRA)
determined that (since the Easidream® is not used to treat a medical
condition) the sleep episodes were not classed as clinical trials. Further
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advice (from the Centre of Research at the School of Nursing and Midwifery)
recommended the study episodes were best classed as operational trials.

» Ethics approval was sought via the Faculty of Health and Social Science
(FREG) rather than their counterparts within the Faculty of Science and
Engineering because of the special concerns of working with babies.

* The actual participants were babies so they had neither the competence nor
ability to give their own informed consent. Consequently this had to be
obtained via their parents.

* It was important to ensure parents understood that some aspects of their self-
reported sleep episodes as well as the field notes would be used to discuss
the effectiveness of the Easidream®. However, because the number of
participants was small, extra precautions (referring to parent/parents/families
rather than mother/father as well as disguising some field study details) were
taken to protect individual’s identities.

Once the results had been distributed to the commissioner of the study parents
were able to access the report on the Easidream® website.
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4 Results

This section presents a summary of the key findings. The data were evaluated
using Descriptive Statistics. Quotes from parents have been selected because
they typically represent a perspective shared by others unless a different
perspective is indicated.

4.1 Sleep Diary

In the week before the study (as well as during the 2 week study period) 14
parents’ documented information about their baby. This resulted in a combined
total of 520 home-sleep entries’. 6 data sets were returned complete. 8 of the
Diaries (286 entries) contained some (26 in total) confusing information. For
example, some diary sheets had the time of lying down as well as waking logged
but had documented no other information. In other Diaries one response in a
Diary entry contradicted another for the same sleep episode, or an entry was
contradicted during informal interviews. With one exception'® these were
considered to be minimal errors, most likely the result of tiredness or distraction,
so the 26 (5%) reports were excluded from the analysis process. The other 494
(95%) Diary accounts are reported on.

It is now clearly understood that some environmental factors as well as infant
care practices are hazardous to small babies (Young and Fleming 1999, Wilson
2007). Despite this 75% of British parents behave in a way that suggests they
are still not aware of these cot death risks (FSID 2008). Similarly, in the case of
these parents 13 (of the 14) recorded an average of 36% of times when they had
put/left their baby to sleep in a position that FSID/DOH (2009) specifically advise
against. Only one of the Sleep Diaries reported that a baby was always settled
to sleep in a cot. None of the self-reports’ recorded that babies, once asleep,
were routinely laid down in a cot. In the Sleep Diaries parents identified that
during the 3 week study period they had:

* leftinfants asleep in a bouncing chair/car seat/sling,

* left a baby to sleep on the parental bed

* used bedding that covered the baby’s head.

» fallen asleep whilst feeding (for up to 2 hours) on a sofa/parental bed.

® Each entry documented a separate sleep episode.

' The parents of one baby reported in the Sleep Diary that their baby was always put to sleep in a cot
something they contradicted at informal interview when they reported they were never able to use a cot.
Observations about this are recorded in the Discussion section of the report.
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The study set out to establish if the motion of the Easidream® would enable
babies to settle to sleep sooner than when left in a motionless cot. Of the self-
reported home sleeps, 351 (71%) did NOT relate to being settled to sleep in a
motionless cot. Furthermore, 173 (35%) of the total home sleeps were the result
of the babies either falling asleep when feeding or being cuddled to sleep by an
adult.

Crying time wasl/is an important indicator of how settled or happy babies
were/are. According to parental reports the average time taken for all of the
study babies to go to sleep at home (cuddled etc or not) was 15 minutes (shortest
6 minutes, longest 43 minutes). Sleep Diaries record an average crying time of
longer - 18 minutes (shortest 1 minute, longest 60 minutes) on the occasions they
were left to settle themselves (not being cuddled/in pram/car seat/sling/bouncing
chair/parental bed/feeding). The average time taken for babies to be asleep for
cuddled etc sleeps was 14 minutes (shortest 30 seconds, longest 120 minutes).

The data sets for the babies who went on to settle to sleep on the Easidream®
mechanism indicated that the average time these babies stayed asleep at home
(during the day) was 72 minutes (shortest 20 minutes, longest 200 minutes). The
Sleep Diary for one of these babies did not show any daytime sleeps”.

In diary narratives 2 sets of parents mentioned picking their babies up, (in
response to crying) in order to re-settle them. In direct contrast, when asked
about this face to face, parents stated they always lifted a crying baby in order to
help them re-settle to sleep.

4.2 Sleep episodes on the Easidream®

Babies slept on 29 (72.5%) occasions'?. During the other 11 (27.5% and non-
sleeping) episodes infants remained happily awake. All babies stayed (happily)
lying on their backs. The average time taken to be asleep was less than 17
minutes (shortest less than 1 minute, longest 33 minutes). On average they
stayed asleep for 37 minutes (shortest 7 minutes, longest 132 minutes). This
compared to an average of 72 minutes (shortest 20 minutes, longest 200
minutes) that these babies stayed asleep at home. The average crying time (for
all babies) for these sleeps was less than 1 minute (shortest 0, longest 10
minutes).

"' Video records and field notes confirm that the parents of this infant said that their baby never slept by day.

12 Many of the families lived enough of a distance from the nursery to need to drive/bus/walk to the study
site. On 8 of these occasions a baby slept during the journey.
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On 10 (25%) occasions parents requested the study to be stopped because they
thought their baby was not going to settle to sleep13. On 4 (10%) occasions
parents lifted their sleeping baby to terminate the study.14

The average time that all babies lay awake and happy on the Easidream® was
18 minutes (shortest 3.5 minutes, longest 31 minutes).

Babies cry in order to persuade their parents to pick them up (Thompson et al
1996). Although none of the Sleep Diaries specifically mentioned lifting babies
the field notes and video recordings indicated that when at home all of them did
so. During the study 7 parents lifted their baby at the first sign of crying. The
other half did not lift their baby at all. Of the parents who lifted, 4 did so to
feed/wind/nappy change. 3 lifted and comforted their baby before settling them
back in the cot. Of the parents who lifted their baby 5 did so more than twice (to
feed/change a nappy/resettle) with an overall average of more than once but less
than twice. Each time parents re-settled their babies supine, replaced their
dummy and made comments that indicated they were confident their baby was

happy.

All parents commented (on the video-tape and for field notes) that when left in a
similar position (without interaction) at home - alone, laid flat, motionless and
supine on a play mat/in a cot - their babies did not remain as settled.

4.2.1 Repeated sleeps

2 babies were observed on the Easidream® more than twice. The narratives from
these sleep diaries as well as the evidence of the video-records and hand-written
notes show that the parents of both babies considered that (at home) their infants
settled easily to sleep. One baby was watched on 4 occasions, the other on 9.
The baby that was watched most often was being cared for at the nursery for
each of these episodes. The study coincided with the first 9 days at nursery for
this baby. The inclusion of these babies enabled the study to begin to consider
whether frequent use of an Easidream® mechanism might have a negative
affect:

* on babies who have already matured to settle themselves to sleep.
* by making them bored of lying on an Easidream® (reverting to crying)

* by stopping a baby with an already settled routine being able to settle in a non-
moving cot.

'3 Reasons given were that they either didn’t believe their baby needed to sleep or that they had other
commitments that required them to leave.
!4 Reasons given were that babies had slept for longer than parents had expected them too.
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4.2.2

Video recordings and field study notes (for both babies) showed that all of their
sleeps episodes on the Easidream® followed a similar pattern.

It is important to consider if babies continued/reverted to crying to be cuddled
once the novelty of being laid on the Easidream® had worn off. Sleep Diary
narratives, video recordings and field study notes reported that before the study
the parents (of both babies) considered their infants had a ‘good/easy’ settling to
sleep routine. Video records and field notes showed that neither baby cried or
was considered to be unhappy (by their parents). Sleep Diaries showed that at
home one baby was usually asleep in 6 minutes but, because of crying, although
often put into a cot once asleep, was never left to settle to sleep this way.
Settling to sleep on the Easidream® took more time - an average of 21minutes -
(minimum 10mins/maximum 33 minutes) but (in contrast to the reporting at
home) the baby lay happily in the cot throughout the wakeful time. Sleep Diary
records showed that it was quite common for this baby to be left asleep in what
FSID/DOH (2009) consider to be dangerous situations.

Not all of the Sleep Diary records for these 2 babies clarified where they were left
asleep. Parents did indicate they were left settled in a cot for 52% of the home
reported sleeps. On these occasions the parents reported the baby settled to
sleep in an average of 12minutes. This compared to an average of 5 minutes
(minimum 3mins/maximum 8mins) on the Easidream®. Cuddling was the option
used 22% of the time if either of these babies needed parental intervention to
sleep at home. Neither was cuddled whilst settling to sleep on the Easidream®.
When not cuddled (or other intervention) at home these 2 infants were reported
to cry for an average of 7.5 minutes (minimum 2mins/maximum 20mins). On the
Easidream® crying time was for an average of 2mins (minimum zero/maximum
3mins). Both sets of parents kept coherent sleep diaries (135 episodes in total)
throughout the 12 days study period, neither reported a negative change in their
baby’s sleep patterns.

Head covering

Since the end of the 1980’s the drive to reduce the amount of too hot (Blair 2008,
FSID 2008 p1) babies has been a cornerstone of the Department of Health
campaigns to reduce the amount of cot deaths in England and Wales. A key
aspect of this message is to do with reducing the tendency for parents to keep
their baby’s head covered (most often with hats/bedclothes) in indoor situations.
One baby arrived for the second sleep episode with an item of bedding the family
used to fit tightly around the baby’s head in order to settle the baby. Although not
specifically identified in the diary, the video-tape records and field notes showed
the parents regularly used this to help the baby settle alone in a cot at home.
Although for one of the sleeps (at the parent’s request) the baby slept with the
bedding in place, video-recordings and field notes showed that as well as
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4.2.3

4.2.4

discussing the dangers of covering a baby’s head, the total tog value of the layers
of clothing/bedding were accordingly adjusted. One sleep episode for this baby
on the Easidream®, without this item of bedding, took 7mins for the baby to be
happily settled to sleep. The other sleep with the bedding took 10 minutes. This
compared with the home reported sleeps with the bedding that took, on average,
10 minutes (shortest 0, longest 15 minutes).

Laying on a ‘switched-off’ Easidream® mechanism

The Easidream® was designed with a 30 minute cut-off feature in the hope it
would encourage parents to return to a crying baby instead of over-relying on a
continually moving mechanism. So, the mechanism was switched off for 15 of
the 40 sleep episodes to observe iffhow babies responded to the stopping of the
movement. This was the least structured aspect of the study (the prototype did
not have an automatic switch-off mechanism) but the reactions of babies were
noted. On average the babies had been asleep for 15 minutes (shortest 2
minutes, longest 50 minutes). They woke on average 41 minutes later (shortest
1 minute, longest 135 minutes). On 2 of these occasions the baby’s parent woke
their baby because they needed to leave (after 34 minutes and 53 minutes). On
2 occasions babies stayed awake until the Easidream® was switched off. Both
remained happy until their parents interrupted the study to leave. For one baby
this was 5 minutes after the mechanism was switched off, for the other it was 20
minutes later.

Parent related issues

Parents were aware they had the right to terminate the study at any time. On 14
(35%) of the 40 sleep occasions parents requested the study to be stopped
before either their baby had slept or woken from sleep. Reasons given for lifting
their baby were because he/she had slept for longer than the parents had
expected or because they felt their baby was unlikely to sleep because they had
already slept on the way to the study. These events are reported on. On 10
occasions parents asked to terminate the study whilst their baby was still awake.
On 4 further occasions parents asked to lift their sleeping baby in order to leave.
In all but one case these events were explained by the parent saying their baby
had either slept on the way to the study (and they did not expect them to sleep)
or because the baby had stayed asleep for longer than the parent expected (and
they needed to leave for another appointment). Mostly parents made a great
effort to explain that they hadn’t expected their baby to be so comfortable or that
they had not expected to be at the study site for so long. On one occasion a
baby had been brought to the study (by both parents) early for the appointment
that they had pre-arranged. The parents explained that the baby had fallen
asleep in the car and they thought they had better come into the study site to
make it more likely their baby would settle for the study. Both Easidream® cots
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were being used by other babies at the time and the family had to wait until one
became available. Despite the use of a waiting room one of these parents
became increasingly anxious about the need to wait. Both the video-tape and
field notes show that 39 minutes into the study the parents had a conversation
between themselves where one said they wanted to leave, the other to stay. One
minute later they asked to leave. The parent who had wanted to stay came back
with the baby, alone, for the subsequent, pre-arranged sleep episode.

Highlights of these results are also summarised in the table (appendix 6) that
illustrates by case the aggregated data for each baby.
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5.1

Discussion

This section draws on the results of the project, along with the literature review in
order to comment on the key findings. These are discussed in terms of the
original operational trial questions. It has already been established that all
participants used a dummy to settle to sleep and stayed laying on their backs
100% of the time so these aspects of the results are not separately discussed.

Did participants go to sleep?

Despite the fact that on 8 occasions (20% of the time) babies had slept
immediately before arriving to be studied, the results showed that of the 40 times
babies were placed on an Easidream® mechanism they slept 72.5% of times,
even when parents did not think they were tired enough to do so.

When settling to sleep on the Easidream® parents reported their babies seemed
happier than when settling to sleep in a non-moving cot at home. The key
measurement of happiness was the extent to which babies did not cry. In
addition, video-taped records and field notes repeatedly showed parents talking
about how settled their infants were in comparison to how settled their baby was
at home. Sleep Diary accounts confirmed this.

The reduction in crying times is important because the pitch of a crying baby has
evolved to make adults do something (Russell et al 2003, Thompson et al 1996).
This innate response to crying becomes a problem when parents do anything to
stop it (Miller 2008, Cote et al 2007). In the case of these parents ‘anything’
included rocking/cuddling, taking babies into the parental bed, being left sleeping
in an infant car seat and the covering of a baby’s head. These are all
preventable risk factors in terms of sudden unexpected death in infancy (DOH
2009, NSPCC 2008, NHS 2008, Blair et al 2006, Fleming et al 2006, Tonkin et al
2006, FSID 2009). Surveys (Miller et al 2008, DOH, 2008 FSID, 2008) suggest
most parents take this type of risk knowingly. Reasons given are most often to
do with the fact babies settle to sleep more easily (Wilson 2008). The field notes
suggest none of these parents were surprised by the FSID recommendations
when they were discussed with them. Brett et al (1999), NSPCC (2008), NHS
(2008) and DOH (2008) recognise parents are also most likely to take this type of
risk when they are desperately fatigued. The parents in this study self-reported
regularly compromising safety recommendations in a way that Miller et al (2008),
DOH (2008) and FSID (2008) suggest is common, in an effort to settle their baby
to sleep with the minimal amount of crying.

Happiness in the context of the study was additionally measured by the fact
parents felt less need to pick their babies up (in order to comfort them) than they
reported they did at home. These observations are supported by the video tape
and field notes. For example, 12 parents told the researcher that they regularly
lifted (in order to re-settle) a crying baby at home. In contrast, when settling on
the Easidream® only half of the parents (7) lifted their baby. 4 parents lifted to
feed or nappy change and 3 lifted in order to cuddle and re-settle only.
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5.2 If participants do not go to sleep what happens?

Home sleeps (71%) were achieved without a baby being left to settle in a cot.
Video-records and field notes confirm the Sleep Diary narratives that the decision
to lift babies at home was most usually in response to continued crying. Parents
confirmed they used crying as a measure of their baby’s happiness. The average
crying time (when settling to sleep on the Easidream®) was less than 1 minute
(shortest 0, longest 10 minutes). If the reduced crying-responses of the babies in
this study are typical it seems likely the use of an Easidream® mechanism will
encourage parents to place their babies down to sleep (in the supine position and
in their own cot) safely.

Bee and Boyd (2006) explain that much of how babies respond to their
environment is learnt behaviour. It was therefore important for the study to take
advantage of the fact that 2 parents offered to let their baby be placed on the
Easidream® more than twice. It enabled the study to begin to consider if
‘learning’ to sleep on an Easidream® would negatively affect the home practices
of babies whose parents considered them to already have a good ability to settle
themselves. Whilst it is important to avoid overstating the importance of 13
observations about 2 babies these results showed that as well as being placed
supine on the Easidream® both babies settled ‘well’ according to their parents’
comments. Furthermore, at no time (during the 2 weeks of the study period) did
either of these babies’ parents report (via Sleep Diary narratives or for the field
notes) any noticeable change in their child’s home sleep patterns. The parents of
both babies’ said that, they felt, their baby had enjoyed the experience and both
volunteered to return for more watched episodes of sleep.

The home experience for one family was that in order for their baby to settle
happily to sleep they felt they needed to use an item of bedding to cover their
baby’s head. It gave what they called a sense of security. This is in direct
conflict with the FSID (2008) recommendations. Field notes showed that the
parents said they used this item of bedding because they believed it made their
baby more comfortable. These notes also recorded the parents’ pleasure at
seeing their baby settled without the bedding. Field notes suggested these
parents were happy to notice what they perceived to be a reduced crying time
when their baby settled on the Easidream®. Other comments showed that they
would be prepared to settle their baby to sleep without the bedding if they felt
they had an alternative option.

The findings from this small scale pilot study indicate that the parents were
confident their babies were more settled when lying on an Easidream® than
when laid flat in a conventional cot and that the everyday use of an Easidream®
may make it more likely for them to settle their babies safely. However, further
research is required to assess whether or not parents use the Easidream® to
facilitate sleep in the same way at home as they did in a simulated nursery under
observation.
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5.3

5.4.1

Limitations of the study

The validity and reliability of self reported Sleep Diaries is an aspect that requires
further research. In 86% of Sleep Diaries returned to the researcher, parents
omitted to mention what they later recalled in informal interviews, to be a routine
habit of picking up their crying baby in order to re-settle them. This contradiction
highlights a problem shared by most self-report methods of research (Polit et al
2001). To pick a baby up in response to crying is not considered to be risky
behaviour. Instead it seemed more likely this practice was so common place
and instinctual that parents failed to report it. In contrast one family reported that
that their baby was always settled to sleep in a cot in the Sleep Diary but at
informal interview claimed their baby never settled in a cot. Since all child-health
care advice recommends a cot as the only safe place for babies to sleep it is
possible this family felt the need to tell the researcher what they thought they
expected to hear, rather than give a factual account. Naidoo and Wills (2001)
believe people will only share information with health care professionals once
they feel they can trust them. So, if repeated, the researcher would design in-
direct contact with families, including an interview about normal sleep patterns,
prior to inviting parents to complete a self-report Sleep diary.

Areas for further research

The findings from this pilot study offer encouraging results that need to be
replicated in a larger scale study. However, tentative and limited by self-selection
bias and scale, the findings reported here indicate that babies who are settled on
an Easidream® do cry less often when settled to sleep. This may reduce
parental anxiety, exhaustion and stress. If the results of this study are repeated
in the general population the Easidream® mechanism may offer parents’ an
alternative way of successfully settling their babies to sleep in the recommended
safe environment of a cot.

A replication study would need to include babies younger than one month and
similarly, because of safety changes in the depth of the mechanism (Forbes
2008) the new mechanism should be tested on babies over 8 months.
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Appendix 1
Instructions for Parents
Thank you for agreeing to help us test this new product.

Lack of sleep is the thing parents/carers find most difficult in the first 6 months of a new baby’s life
and most of you complain that the thing you find hardest is shorter, broken nights...! Most of you
find good ways to adjust to your new lifestyle. Sometimes this means parents/carers fall asleep
in bed or on a sofa/chair with their baby. Lots of parents/carers do this and their babies are fine
but it is also true that many of the babies who die suddenly and unexpectedly in the UK are found
in bed or on the same sofa/chair as an adult. All cot death advice now recommends
parents/carers place small babies (under 6 months) to sleep in the same bedroom as an adult but
in their own cot, on their backs. It also recommends parents/carers avoid the temptation to
cuddle babies to sleep on a sofa/armchair or in the parental bed. Other research warns about the
dangers of leaving sleeping babies asleep in a car seat.....

The purpose of this study is to find out if using the Easidream™ mechanism can help babies to
settle themselves to sleep. You will be asked to complete a sleep diary in the week before the
trial so we can see what your baby’s ‘usual’ sleep pattern is. This will enable us to compare
before and after data for each baby.

The product itself has a separate (to the cot or mattress), battery run motor that sits within a ‘self
contained’ platform. The mechanism is placed on the base of the cot with the mattress on top.
The mechanism is regulated by a remote control panel and is able to rock/roll gently from
either/both head to toe or side to side. There is a built in weight restriction - so the product will fail
to work with babies over a certain weight (30Ib).

All current recommendations about Sudden Infant Death Syndrome advises practices that can
mean babies wake in the night so the Easidream™ aims to help small babies re-settle
themselves (rather than simply staying asleep for long, perhaps dangerous, periods). The time-
limiting facility is therefore crucial to the design, preventing parents/carers from using the devise
continuously and it will only work if an adult returns to the baby before re-setting the appliance.
Safety is a major issue and the product complies with British Safety Standards.

To help the researchers compare your baby’s sleep both before and with the Easidream™
mechanism we would be grateful if you would fill in the enclosed sleep diary for each sleep your
baby has in the week before the study.

During the study, your baby will be settled to sleep in the way the current Department of Health
guidelines recommend — on his/her back, with his/her feet placed at the bottom of the cot,
covered in the total maximum 12 tog units recommended in an 18 C room temperature. lItis
important the research compares like with like and identifies where environments differ so we
have asked you to tell us how (and when) your baby sleeps differently (or in the same way) at
home.

For us to be sure you properly agree to your baby being part of this study we will need the
parent/carer who attends with your baby to complete the attached consent form. We will go
through the form with you before you sign it on the day of testing but a copy is enclosed here for
you to consider in advance. If you have any queries about this or any aspect of the study before
you and your baby attend please feel free to contact Maggie Stewart (on work and mobile
contacts) or Victoria Molesworth (on work and mobile contacts).
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If at any stage you feel you would like to complain about any aspect of the process but feel

uncomfortable about speaking about it to either Maggie Stewart or Victoria Molesworth we have
appointed 2 independent researchers to deal with these issues. You may contact Julie Scholes
(Professor of Nursing, University of Brighton) on [telephone number] and Valerie Hall (Professor

of Research) on [telephone number].
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Appendix 2

K

University of Brighton

Easidream™ Sleep Diary to be used with each sleep (or as many sleeps as possible)

Baby’s Name: Date of Birth:

Babies Weight: Ibs or Kg

Date of using the

sleep diary
Time of sleep Time of laying down Time of waking
(please show am/pm) (please show am/pm) (please show am/pm)

Please tick as many of these statements as are relevant to your baby for each sleep

1. He/she was put down to sleep on his/her back

He/she was put down to sleep on his/her side

He/she was put down to sleep on his/her front

bl A

He/she was put down to sleep with feet at the

bottom of the cot

5. He/she was put down to sleep differently to no 4

- please indicate how

6. He/She was put down to sleep in the same way as normal

7. Hel/she was put down to sleep because this is his/her

usual sleep time.
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8. He/she was put down to sleep for a different reason to

that in no 7 — please indicate why....

9. He/she was put down to sleep after a usual feed

10. He/she was put down to sleep after a feed but

breast fed for less time than usual

11. He/she was put down to sleep after a smaller bottle

feed than usual

12. He/she was put down to sleep after a longer/larger

than usual breast/formula feed

13. He/she took minutes to go to sleep

14. The time noted in 13 is similar to the usual time it takes to go to sleep

15. He/she took longer than usual to go to sleep (please

indicate in minutes how much longer)

16. He/she took less time than usual to go to sleep (please

indicate in minutes how much less)
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Appendix 3

Easidream Research in

[¢]

The University of Brighton is undertaking some research in this
Nursery.

We want to see if Easidream™ will help babies to sleep on their
backs in a cot:

The study will show us if Easidream™
helps babies settle and go to sleep on their own.
helps babies go to sleep (and stay asleep) safely
We would like to watch babies asleep on the Easidream™

Would you like your baby to take part?

For more information contact the researcher (Maggie Stewart) or the
business lead for the study (Victoria Molesworth) at the University of
Brighton, School of Nursing and Midwifery
m.stewart@brighton.ac.uk

v.molesworth@brighton.ac.uk

o THANK YOU for considering this request

Maggie Stewart has been a senior lecturer within the School of Nursing and
Midwifery at the University of Brighton since 1991. Prior to this she was
employed as a Research Health Visitor by the University of Sheffield.

30

XXXXX



Appendix 4 : Consent Form

An Observational Study of the Effectiveness of the Easidream™cot accessory

Name of Researcher: Please sign: Please initial box

1. I confirm that | have read and understood the information sheet -
dated 17th January 2008 - about the above study. | have had the
opportunity to consider the information, ask questions and have
had these answered satisfactorily.

2. lunderstand that the participation of my baby in the study is
voluntary. | understand that this means | am free to withdraw my
baby from the study at any time, without giving any reason and
without my medical or legal rights being affected.

3. lunderstand that the researcher will sit in the sleep room whilst my
baby participates in the study. | understand that the researcher will
take notes whilst my baby sleeps. | understand that aspects of
these notes will be used to discuss the effectiveness of the
Easidream™. | understand that all discussions about my baby’s
participation in the study will protect his/her identity and that the
master copy of the notes will only be seen by members of the
research team cited above.

4. | have brought my baby to participate in the study on a day that |
believe he/she is physically well. | agree to stay with my baby for
the duration of the study. | also agree to be interviewed for this
study.

5. 1 agree to my baby being placed to sleep on the Easidream™ for
this study

Name of participant’s

Parent/carer Date
Signature

Name of researcher Date
Signature

Refreshed consent

Name of participant’'s
Parent/carer Date
Signature
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Appendix 5

Tog Table

Baby clothing and bedding Average Tog value
Vest 0.2

Babygro 1

Jumper 2

Cardigan 2

Trousers 2

Nappy (disposable and terry) 2 (less when very wet)
Sleeping suit 4

Sheet 0.2

Old blanket (single layer) 1.5

New blanket (single layer) 2

Quilts Manufacturers’ figures (typically 9)

Standard “tog” values used to quantify the insulation on sleeping babies. Data
supplied by the British Textile Technology Group (formerly the Shirley Institute)
(Clulow, personal communication).
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